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DETAILED ACTION 
Claim Rejections - 35 USC § 1 12 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1 -1 8 rejected under 35 U.S.C. 1 1 2, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

3. Claims 1 and 10 recite the limitation "the associated imaging device". There is 
insufficient antecedent basis for this limitation in the claim. For the purposes of 
examination the claim will be interpreted to mean the aforementioned imaging device. 

4. Claim 1 recites the limitation "along a selected linear path" in lines 17-18. There 
is insufficient antecedent basis for this limitation in the claim. For the purposes of 
examination the claim will be interpreted to mean "along said linear path". 

5. Claims 2-9 and 11-18 rejected as being dependent from independent claims 1 
and 10. 

35 USC § 112 6'" Paragraph 

6. Claims 1 0-1 8 are presumed to invoke 35 USC 1 1 2 6th Paragraph because the 
claims meet the following three-prong analysis: 

a. The claim limitations must use the phrase "means for" or "step for"; 

b. The "means for" or "step for" must be modified by functional language; and 
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c. The phrase "means for" or "step for" must not be modified by sufficient 
structure, material or acts for achieving the specified function (See IVIPEP 2181). 
7. In this case, the Examiner has interpreted the "means for" function of Claims 1 0- 
18 (line 7) to relate to: "means for selecting a virtual trajectory defining a path for 
inserting the medical device into said patient" as referenced on Pages 9-12 (i.e. virtual 
planning) of applicant's specification. 



Claim Rejections - 35 USC § 101 

8. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

9. Claims 1 -20 rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claims encompass a human and living 
subject matter, which is not a result of human intervention, and therefore is not 
patentable subject matter (See MPEP 2105). 

1 0. Regarding claim 1 , the claim recites "a patient" as a component in the system 
claim multiple times (see lines 1 , 2, 3, 5, 7 and 17) as well as positively reciting "the 
associated human operator" in lines 19-20. 

1 1 . Regarding claim 10, the claim recites "a patient" as a component in the method 
claim multiple times (see lines 1 , 3, 4, 8, 12, 19 and 24) as well as positively reciting "an 
associated operator" and "an associated human operator" in lines 17-18 and 21-22. 

1 2. Regarding claim 19, the claim recites "a patient" as a component in the 
apparatus claim at line 10, as well as positively reciting "an operator" at lines 8 and 12. 
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1 3. Claims 2-9, 11-18 and 20 are rejected as being dependent from claims 1,10 and 
19, respectively. 



Claim Rejections - 35 USC § 103 

1 4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 5. Claims 1 -8, 1 0-1 7 and 1 9 rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Kwoh et al, US Patent Number 5,078,140 in view of Mclntyre, IV, US patent 
Number 6,468,226 B1. 

1 6. In re claims 1,10 and 19, Kwoh discloses a system, method or apparatus for 
inserting a medical device into a patient including an imaging device scanning the 
patient to generate a volumetric image data set of the patient, a human readable device 
for displaying an image of the patient derived from the volumetric image data set, 
means for selecting a virtual trajectory defining a path for inserting the medical device 
into the patient, robotic means on the imaging device and movable into selected 
positions relative to the imaging device, and a guide apparatus disposed on the robotic 
means to direct movement of the medical device relative to the patient disposed on the 
robotic means, the guide apparatus comprising: a connector portion coupling the guide 
apparatus with the associated imaging device at a distal end of the robotic means (from 
column 2, line 62 to column 3, line 9); a main body portion supported relative to the 
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associated imaging device by tine connector portion (see Figs. 1 , 4 and 5); a gripping 
area formed at a first end of tfie main body portion, tlie gripping area adapting the guide 
apparatus for manual gripping by an associated operator (i.e. when the disclosed 
robotic system is in a mode for manual surgical operation; see column 6, line 57 to 
column 7, line 2); and, a holding area formed at a second end of the main body portion, 
the holding area holding the medical device in an orientation suitable for motion relative 
to the patient along a selected linear path, the guide apparatus being operative to 
translate the medical device along the selected linear path in response to manual force 
applied by the associated human operator at the gripping area (see from column 5, line 
17 to column 10, line 4). 

1 7. Kwoh does not disclose that the medical device is comprises a linear slider 
mechanism which restricts movement of the guide apparatus such that it is translated 
along a linear path in response to manual force applied by the associated human 
operator at said gripping area during insertion of the medical device. Mclntire teaches a 
remote tissue biopsy apparatus that inserts and slides a biopsy needle along a linear 
trajectory in response to a manual force applied by a human operator at a knob 
(Column 8, Lines 53-65, Column 10, Lines 23-40 and Figures 1 and 2). It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
combine the teachings of Kwoh and Mclntyre because linear insertion of the device 
during the medical procedure increases accuracy of the procedure in cases where the 
insertion site is not visible to the technician (Mclntyre: Column 1 , Lines 58 - Column 2, 
Lines 11). 



Application/Control Number: 1 0/560,21 7 Page 6 

Art Unit: 3768 

1 8. In re claims 2 and 1 1 , Kwoh discloses that the imaging device is a CT scanner, 
an MRI scanner, a CCT scanner, a fluoroscope, a SPECT scanner, a PET scanner, or a 
combination of the foregoing (i.e. for specific use in CT, MRI, ultrasound or PET 
imaging; see column 2, lines 61-68). 

1 9. In re claims 3 and 1 2, Kwoh discloses that the medical device is an ablation 
probe or a biopsy needle (i.e. using the system for a needle biopsy surgery; see column 
9, lines 6-12). 

20. In re claims 4 and 1 3, Kwoh discloses that the means for selecting the virtual 
trajectory includes means for selecting a virtual target point in the image of the patient 
by identifying a first coordinate in the image of the patient, and means for identifying a 
virtual path extending from the selected virtual target point and out from the body of the 
patient (i.e. utilizing stereotactic software for use with a CT scanner and interfacing with 
a robotic arm for surgeon interaction; see column 6, line 5-23). 

21 . In re claims 5 and 14, Kwoh discloses that the robotic means is adapted to move 
the guide apparatus into a position whereat the medical device is in an orientation 
suitable for motion relative to the patient along the selected linear path coincident with 
the virtual path extending from the virtual target point and out from the body of the 
patient (i.e. a system that moves linearly in line with a predetermined surgical path; see 
column 5, line 23 to column 6, line 23). 

22. In re claims 6 and 1 5, Mclntire teaches a remote tissue biopsy apparatus which 
includes a linear slide mechanism that inserts and slides a biopsy needle along a linear 
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trajectory in response to a manual force applied by a human operator at a knob 
(Column 8, Lines 53-65, Column 10, Lines 23-40 and Figures 1 and 2). 

23. In re claims 7 and 1 6, Kwoh discloses that the position feedback device provided 
on the connector portion of the guide apparatus for providing a feedback signal 
indicating a position of the guide apparatus relative to the patient (i.e. encoders present 
that provide position and velocity feedback; see column 4, lines 1-6) and means for 
displaying an image of the medical device as it is physically moved relative to the 
patient based upon feedback signal, together with the image of the patient and the 
virtual path (i.e. the N-shaped locators that provide spatial position references that show 
up in cross-sectional images obtained by operating the CT scanner; see column 6, lines 
24-40). 

24. In re claims 8 and 1 7, Kwoh discloses that the holding area is formed of an x-ray 

transmissive material (i.e. the N-shaped locators that provide spatial position references 
that show up in cross-sectional images obtained by operating the CT scanner; see 
column 6, lines 24-40). 

25. Claims 9, 1 8 and 20 rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Kwoh et al, US Patent Number 5,078,140 in view of Mclntyre, IV, US Patent Number 
6,468,226 B1 as applied to claims 1-8, 10-17 and 19 above, and further in view of 
Johnson, US Patent Number 3,893,813. 

26. Regarding claims 9, 18 and 20, Kwoh and Mclntyre teach an imaging device and 
surgical method and apparatus as referenced above. Kwoh and Mclntyre do not 
disclose that the holding area includes a set of tweezers-like arm portions adapted to 
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grip the medical device in a V-shaped groove formed by the arm portions. Johnson 
teaches using a clamp with tweezers-like arm portions for use with chemical equipment 
in a laboratory setting, such as with pipettes and other precision instruments (see from 
column 1 , line 64 to column 2, line 33 and Figures 1-3 and 6). It would have been 
obvious to one of ordinary skill in the art at the time the Invention was made to modify 
the system, method or apparatus of Kwoh and Mclntyre with the feature of a set of 
tweezers-like arm portions of the medical device holding mechanism as taught by 
Johnson as Kwoh and Mclntyre and Johnson are directed to the system, method or 
apparatus for inserting a medical device into a patient, so as to give a sure way for 
mounting medical devices to the surgical system while still preserving the accuracy of 
the device and the sturdiness of the mount. 



Response to Arguments 

27. Applicant's arguments filed 1 0/25/1 0 have been fully considered but they are not 
persuasive. 

28. Regarding applicant's argument that "Mclntyre, however, does not disclose a 

connector portion coupling the guide apparatus with the associated imaging device and 
comprising a linear slider mechanism which restricts movement of the guide apparatus 
to a single linear path during insertion of a medical device by manual force. Rather, 
Mclntyre discloses that a user may depress a trigger 38 to move a drive chain 43 and 
therefore a reciprocating driving conveyor 22": 
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This is one limited embodiment of the teaching of IVIclntyre. As currently 
presented, applicant's claim defines "the guide apparatus being operative to translate 
the medical device along said selected linear path in response to manual force applied 
by the associated human operator at said gripping area during insertion of the medical 
device as restricted by the linear slider mechanism" (Claim 1 , Lines 18-21). IVIclntyre 
teaches "use of a manually accessible know, for example, operatively connected to gear 
42, or multiple gears is desirable because it provides force feedback sensation to 
medical personnel, allowing a better "feel" for the tissue through which tissue collection 
cannula 26 is travelling. In addition to actuating trigger 38 effecting the movement of 
drive chain 43 disclosed herein, mechanisms utilized to drive the movements of 
reciprocating driving conveyor 22 can also include, but not be limited to, other 
mechanical, electric, hydraulic, and pneumatic means coupled to levers, gears, rods, 
clutches, belts and linkages..." (Column 10, Lines 29-41). The teaching of Mclntyre 
clearly reads on applicant's claim language. Additionally, even if the trigger mechanism 
embodiment of Mclntyre was to be considered, the disclosure would still read on 
applicant's claim as the translation of the needle along the path is a result of the manual 
force applied by the associated human operator to the trigger mechanism. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NICHOLAS L. EVOY whose telephone number is 
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(571)270-1388. The examiner can normally be reached on M-F 7:30-5:00, Alternating 
Fridays Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Long Le can be reached on (571)272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/NICHOLAS L. EVOY/ 
Examiner, Art Unit 3768 

/Long V Le/ 

Supervisory Patent Examiner, Art Unit 3768 



